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1 . This opinion contains indications relating to the following items: 

Basis of the opinion 
Priori^ 

Non-establishment of opinion with regard to novelty, inventive st»p and industrial appHcability 
Lack of unity of invention 

Reasoned statement under Rule 43W5. 1 (a)0 with regard to novelty, inventive step or industrial 
applicability; citations and explanations supporting such statement 

Certain documents cited 

Certain defects in the international application 

Certain observations on the international application 

2. FURTHER ACnON . . . r*u 
If a demand for international preliminary examination is made, this opinion wiU be considered to be a written opinion of the 
LL^^ P^Wnary ExilLining Authority ("IPEA") except that this does not appy where the ^^f^^^^^^^^. 
AuS^^ther than SS; one to belie IPEA and the chosen IPEA has notified the latemational Bureau under Rule 66. \bis(b) 
that written opinions of this International Searching Authority will not be so considered. 

If this opinion is, as provided above, considered 1o be a written opinion of the IPEA, the appUcant is invited t° ^^mit to ^ 
n>EA a written reply together, where appropriate, with amendments, before the «puBton of 3 months from the date of mailing 
of Form PCT/ISA>^ or before the expiration of 22 months from the priority date, whichever expires later. 
For further options, see Form PCT/ISA/220, 

3. For further detdls, see notes to Form PCT/ISA/220. 
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WRITTEN OPINION OF THE 
INTERNATIONAL SEARCHING AUTHORITY 


Inteniattonal appU'*"**'^** 1 

PCTyUS05/01T68 


Box Na I Basis of ttiis opinion 




1 . With regard to the langaage, this opinion has been established on the basis of: 




13 the international application in the language in which it was filed 




1 1 a translation of the iotentational application into , which is the lang 

tntemational search CElules 12.3(a) and 23. lCb». 


uage of a translation furnished for the purposes of 


2. With regard to any nucleotide and/or amino acid sequence disclosed in the international application and necessaiy to the claimed 
invention, this opinion has been established on the basis of: 


a. type of material 




13 a sequence listing ^> 




1 1 table(s) related to the sequence listing 




b. format of material' ^' . 




^ on paper 




13 ill electronic form 




c. time of filing/furnishing 




13 contained in the international ^plication as filed. 




^ filed together with the international application in electronic form. 


□ furnished subsequently to this Authority for ^purposes of search. 


an In addition, in the case that moie than one version or copy of a sequence Usting and/or table(s) relating thereto has been fiied 
* or furnished the required statements that the information in the subsequent or additional copies is identical to that m the 
application ^ filed or does not go beyond the application as filed, as appropriate, were fiimishcd. 


4. Additional comments: 
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BoxNa m Non-establishment of opinion w ith i^gard to novelty, laventiYe step and industrial applicabiUty 
— The questions whether tiie claimed invention appears to be novel, to involve an inventive step (to be noiiKjbvioosX or to be 
industrially applicable have not been examined in respect of: 

I I the entire intemational application 

13 claimsNos.^ 

because: 

|~1 the said international application, or the said claim Nos. relate to the following subject matter which does not require 

an international search (specify)'. 



the descripticHi, claims or drawings (in^cate paHicular dements below) or said claims Nos. gdS are so unclear that no 
meaningful opinion could be formed (specify): - 
The claims are dependent upon 'any of claims 1-8'. There is no claim 3 in the appUcation thus no meaningful search of these 
claims can be made: 



□ the claims, or said daimsNos. _are so inadeipiBtely supported by the des«riptian that no meaiungfol opinion oould be 

formed (^ectfy): 



j I no international search rcptwt has been established &a said claimsMos 

□ a meaningful opinion could not be foimed without the sequence listing; the appUcant did not. within the 
prescribed time limit: 

n furnish a sequence Usting on paper complying with the standard pro^dded for in Amex C of the 

Administrative Instructions, and such listing was not available to the tatemational Seardung Autiwnty 

in a form and manner acceptable to it. 
n fiunish a sequence listing in electronic form complying ^vith the standard provided for in Amex C of 

the Administrative Instructions, and sudi listing was not avaUable to the Intemational Searchmg 

Authority in a form and manner acceptable to it. 
□ pay the required late fiimishmg fee for the furnishing of a sequcaice listing in response to an invitation 

under Rules 13rer.l(a) or (b). 

n a meaningful opinion could not be formed without the tables related to the sequence Ustings; the applicant did 
not within the prescribed time limit. Itaiish such tables melecW 

reqliirements provided for in Annex C-bis'of the AdministraUve Instructions, and such tables vvere not available 
to the IntMnational Searching Authority in a form and manner acceptable to it 

|~| the tables related to the nucleotide and/or amino acid sequence listing, if in electronic form only, do not comply 
with the technical requirements provided for in Annex O-bis of the Administrative Instructions. 

I I See Supplemental Box for further details. 
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Box Na V Reasoned statement under Rule 43 6&.l(a)(0 with regard to novelty, inventive step or industrial 
applicability; citations and explanations supporting such statement 



1. Statement 



Novelty (N) Claims 6 ^ YES 

Claims 1^.4.5.7-8 and 15-16 

InvBntivestep(IS) Claims 6 _ _ ^YES 

Claims 1J2.4. 5.7-8 and 15-16 .NO 

Industrial ^licabiUty (lA) Claims 1.2.4-8 and 15-16 _ ^YES 

Claims 1 , 2.4-8 and 15-16 NO 



2. Citations and ^lanatidns: ' 
Claims U.4.5, 7-8 and 16-17 lack novelty and inventive step under POT Article 33(2) and 33(3) as being anticipated by UNSLEY et 
al (US 6 518 4 13) Utrophin is a 3,433 amino acid protein with several different regions and domains and which is usually found in 
muscle tissues. Tinsley et al. teach a DNA molecule that is a utrophin "mini-gene" which expresses a polypeptide that encodes for a 
2008 amino acid protein which possesses the N-terminal amino acid domain, and the C-tenrainal amino acid domain, but which is 
missing the majority of the central domain (approximately 1500 amino acids - attached, amino acid sequence alignment of SEQn? No: 3 
and SEQ ID No- 8 of Tinsley et al.). The polynucleotide is clone is placed under the control of the human skeletal alpha-actm (HAS; 
promoter and regulatoiy regions (column 16, lines 55-62). This promoter is a muscle specific promoter. The DNA of the mvcntion is 
used with adenovirus or retrovirus vectors (column 10, lines 1-3). Claim 2 is included in this icjection because the pnor art 
suggests/teaches that utrophin only has two hinge regions. This is evidenced by van Deutekom et al. (Figaro 1, p.776) and Winder et 
al.: "similarly utrophin is thought to contain 22 repeats and two hinges." ( I' column, 1 lino, p.28). 

Claim 6 meets tho criteria set out in PCT Article 33(2)-C3). because the prior art does not teach or fairfy suggest DNA that encodes a 
protein of SEQ ID Nos: 4, 2 and 5. z 

Claims 1-2 4-8 and 16- 17 meet the criteria set out in PCT Article 33(4). and thus possess industrial applicabiUty because the subject 
matter claiAied can be made or used in industiy. The microutrophin DNA and encoded proteins described in this application would be 
useful in the medical industry as a potential treatment supplement for muscle wasting diseases such as muscular dystrophy. 
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Box No. Vn Certain defects in the international application 

The following defects in the form or contents of the international application have been noted: 

The description is objected to as containiag the foUofwing defect(s) under PCT Rnlo 66^(a)(iii) in the form or contents 1hereo£ Hie 
first page of the specification is missing. 

The Brief Description of the Drawings section contains an error on p. 2, line 19. This line refers to Figures 3A-2K:, it should refer to 
Figures 3A-3K 

Claims 1-17 are objected to under PCT Rule 662(a)Ciii) as containing the following defect(s) in the form or contents thereof: There is 
no claim # 3 in the claim set Thus the claims are incorrectly numbered after claim 2 and onwards. 
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Box No. Vm Certain observations on the international application 



The following observations on the clarity of the claims, description, and drawings or on the questions whether the claims are &lly 
supported by the descrijption, are made: 

Claims 2-8 and 16-17 are objected to under PCX Rule 66.2(aXv) as lacJcing clarity under POT Article 6 because claims 2-8 and 16-17 
are indefinite for the following reason(s): The independent claim is drawn to aDNA molecule. However, the inconsistent use of DNA 
terminology and protein (e.g. amino acid) terminology renders the claims indefinite. For example, in claim 6, the recitation of a nucleic 
acid according to claim 1, where the microutrophin is selected from the group having the amino acid sequence of SEQ ID No: 4. 
Correct claim construction in this circumstance dictates that the nucleic acid must encode for a protein having an amino acid sequence. 

Claim 6 is objected to under PCX Rule 66.2(aXv) as lacking clarity under PCX Article 6 because claim 6 is indefmite for the following 
r6ason(s): Claim 6 recites a miciDOtrophin selected from the groap consisting of human, canine and mouse microutrophia having the 
amino acid sequences of SEQ ID Nos: 4, 2 and 5, respectively. However, "microutrophin" is not a naturally occurring protein. Instead 
the term is defined by Applicants theniisetves and it they are non-natuially occurring protein derived from human, canine and mouse, but 
not eindogenous. Thus, claims a human microutrophin liaving the amino acid sequence of SEQ ID No: 4, for example, is wholly 
inaccurate and misleading. i 
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The jnternational search report, or the declaration under Article 17(2)(a) PCT, has been published under 
Article 21 (3) and Rule 48 PCT on 27.04.06. That publication takes the place of the mention of publication of 
the European search report (Art. 157(1) EPC). 

The request for examination must be filed within six months from the above date (Art. 94(2) in conjunction 
with Art. 157(1) EPC). It is not deemed to have been filed until the examination fee has been paid. 
However, under Article 22 or 39 PCT in oohjunction with Article150(2) and Rule 107(1) EPC. the time limit 
for filing it does not expire before the end of the 31 st month from the filing date (or earliest priority date). 
Payment of the designation fees must lalso be made within the above-mentioned period (R, 107(1) EPC). 
The same applies also for the extension fees. 

If the request for examination is not filed in due time, and at least one designation fee is not paid, the 
European patent application is deemed to be withdrawn (Art. 94(3). 79(3) and R. 108(1) EPC). 

For more details see the Guide for applicants Part 2: PCT proceedings before the EPO-" Euro- PCT'. 
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